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NDCC 28-32-08.1 — Regulatory Analysis

Re: NDAC Article 61-13 — Controlled Substances

This proposed rule may have an impact on the regulatory community as a whole in excess of $50,000, if a
particular entity was selling more than $50,000 worth of the products which this rule intends to make Schedule I
and therefore the sale or possession of such product illegal. The Board of Pharmacy is not aware that any
individual entities are selling in excess of $50,000, but that is a possibility.

The Board recognizes that illegal possession of controlled substances imposes costs upon the state through
expenditures for law enforcement activities, including the identification of violations, investigations, detention
or citation of offenders and processing of evidence. The Board also notes that revenues through sales tax on
products containing the controlled substances would be impacted.

Because the Food and Drug Administration has not approved 7-hydroxymitragynine, pseudoindoxyl
mitragynine, MGM—-15, MGM-16, or 7-acetoxymitragynine as a drug, food, supplement, or device, there is no
other approach to regulating these dangerous substances. The Board considered the alternative approach of
maintaining the status quo but ultimately rejected that approach when weighing the benefits of that approach
against the risks about which the Board was made aware, including deaths of North Dakota residents and
multiple reports from law enforcement and addiction counselors regarding the abuse of products containing
those substances.

The Board referenced two data sources to determine the impact and the risks associated with maintaining the
status quo. First, the Board reviewed the rapidly increasing death rate nationally, as published in the Drug
Enforcement Administration’s Notices of Intent (91 FR 40909, 91 FR 40917). Second, upon inquiry, the Board
discovered several deaths and reports of abuse from law enforcement and addiction counselors, which are
attributable to the substances subject to these proposed rules.

Mark J. Hardy,
Executive Director,
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